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DETAILED ACTION 

Claims 1-13 are pending in the instant case. 

Claim Objections 

Claims 4, 5, 6, 9 is objected to because of the following informalities: 
Claims 5 and 9 have improper Markush-type language. At line 4, the claim 

should read: "... a buffer comprising at least one selected from the group consisting of 

potassium chloride. 

Claim 6 recites "Hte*"; this terminology is not recognized by the examiner. 

Clarification is requested. In the interest of compact prosecution, the claim has been 

examined as if the phrase read Hte, since the listing of a gene name in a genotype 

generally indicates that a mutant form of said gene is present. 

Claim Rejections - 35 JJSC § 101 

35 U.S C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1 and 2 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. The claims are drawn to "biologically pure 
strains" which are defined in the specification at page 5, beginning at line 19 as "derived 
from a single cell". The strain as claimed should recite "isolated" to indicate that it is 
manipulated by the "hand of man". Without this term, the claims read on naturally 
occurring E. coli. 
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Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1 and 3-10 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

Applicants claim any biologically pure strain of E. coli which is characterized as 
comprising an Hte mutation and by more efficient transformation with foreign plasmids 
than E. coli that lack an Hte mutation (claim 1), and a method of preparing gram negative 
bacteria of improved competence, comprising the steps of transferring a polynucleotide 
encoding an Hte' region into the gram negative bacterial cells, and treating said cells with 
a competency inducing procedure whereby competent cells are produced (claims 3-10). 
The claims read on a broad genus of E. coli cells having any Hte mutation and more 
efficient transformation with foreign plasmids, and methods of preparing gram negative 
bacteria of improved competence comprising transferring a polynucleotide encoding any 
Hte' mutation into said cells. 

The written description requirement for a claimed genus may be satisfied through 
sufficient description of a representative number of species by actual reduction to practice 
or by disclosure of relevant identifying characteristics, i.e. structure or other physical 
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and/or chemical properties, by functional characteristics coupled with a known or 
disclosed correlation between function and structure, or by a combination of such 
identifying characteristics sufficient to show applicants were in possession of the claimed 
genus. In the instant case, the specification does not sufficiently describe a representative 
number of species by actual reduction to practice or by disclosure of relevant identifying 
characteristics. 

Applicant claims E. coli cells having any "Hte mutation" and more efficient 
transformation with foreign plasmids, and methods of preparing gram negative bacteria 
of improved competence comprising transferring a polynucleotide encoding any "Hte 
mutation" into said cells. The specification defines the "Hte" region as "a region which 
confers a high efficiency of transformation phenotype to cells harboring mutated forms of 
the Hte region" (see page 5 lines 5-10). Thus, the Hte region is defined in terms of 
function only. The specification only provides one example of an E. coli strain 
comprising a mutation (or mutations) which is responsible for more efficient 
transformation with foreign plasmids than E. coli that lack the mutation, which is that 
strain deposited as ATCC No. 55962. There is no characterization of the location or 
nature of the mutation(s), other than it lies within 100 kb of the inserted Tet transposon in 
strain ATCC No. 55962 (page 28 of the specification). There is no characterization of 
the gene or genes responsible for the increased transformation phenotype. The 
specification does not teach a representative number of E. coli strains having an Hte 
mutation, or of methods comprising the step of transferring a polynucleotide encoding an 
Hte region into gram negative bacterial cells, because the skilled artisan cannot envision 
what strains meet the limitations set forth in the claims. Structural identifying 
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characteristics of the Hte region are not disclosed. There is no structure/function 
analysis of the Hte region disclosed in the specification. 

Therefore, the claims read on E. coli strains having a broad genus of mutations 
having more efficient transformation with foreign plasmids than E. coli which lack the 
mutation, and methods comprising transferring polynucleotides encoding the regions 
containing said mutations into gram negative bacterial cells, many of which mutations 
may not have been identified in the instant specification or the prior art. Therefore, 
instant claims 1 and 3-10 do not satisfy the written description requirement of 35 USC 
112, first paragraph. 

Claim 2 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

The claim is drawn to the specific ATCC 55962 deposited strain. It is appreciated 
that the specification at page 7 notes that this deposit has been made in accordance with 
the Budapest Treaty. However, applicant has not provided a statement that there will be 
no restrictions place on its availability upon the issuance of a patent on the instant 
application. An averment in this regard is required. Not the next-to-last paragraph of the 
following section: 

SUGGESTION FOR DEPOSIT OF BIOLOGICAL MATERIAL 
ATTACHMENT 

A declaration by applicant or assignee, or a statement by applicant's agent identifying a deposit of biological 
material and averring the following may be sufficient to overcome an objection or rejection based on a lack of 
availability of biological material. Such a declaration: 

1. Identifies declarant. 
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2. States that a deposit of the material has been made in a depository affording permanence of 
the deposit and ready accessibility thereto by the public if a patent is granted. The depository 
is to be identified by name and address. (See 37 C.F.R. § 1.803). 

3. States that the deposited material has been accorded a specific (recited) accession number. 

4. States that all restrictions on the availability to the public of the material so deposited will be 
irrevocably removed upon the granting of the patent. (See 37 C.F.R. § 1.808(a)(2)). 

5. States that the material has been deposited under conditions that assure that access to the 
material will be available during the pendency of the patent application to one determined by 
the Commissioner to be entitled thereto under 37 C.F.R. § 1.14 and 35 U.S.C. § 122. (See 37 
C.F.R. § 1.808(a)(1)). 

6. States that the deposited material will be maintained with all the care necessary to keep it 
viable and uncontaminated for a period of at least five years after the most recent request for 
the furnishing of a sample of the deposited microorganism, and in any case, for a period of at 
least thirty (30) years after the date of deposit or for the enforceable life of the patent, 
whichever period is longer. See 37 C.F.R. § 1.806). 

7. That he/she declares further that all statements made therein of his/her own knowledge are 
true and that all statements made on information and belief are believed to be true; and 
further, that these statements were made with knowledge that willful false statements and the 
like so made are punishable by fine or imprisonment, or both, under Section 1001 of Title 18 
of the United States Code and that such willful false statements may jeopardize the validity of 
the instant patent application or any patent issuing thereon. 

Alternatively, it may be averred that deposited material has been accepted for deposit under the Budapest Treaty 
on the International Recognition of the Deposit of Microorganisms for the Purposes of Patent Procedure (e.g., see 
961 OG 21, 1977) and that all restrictions on the availability to the public of the material so deposited will be 
irrevocably removed upon the granting of a patent. 

Additionally, the deposit must be referred to in the body of the specification and be identified by deposit 
(accession) number, date of deposit, name and address of the depository, and the complete taxonomic 
description. 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 



Claims 2, 12 and 13 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 



which applicant regards as the invention. 
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Claim 2 is vague and indefinite in the recitation of "derived from a strain", since it 
is not clear what the number and types of steps are involved in the deriving process. 
Therefore, it cannot be determined what the intended metes and bounds of the claim are. 

Claims 12 and 13 provide for the use of cells, but, since the claims do not set forth 
any steps involved in the method/process, it is unclear what method/process applicant is 
intending to encompass. A claim is indefinite where it merely recites a use without any 
active, positive steps delimiting how this use is actually practiced. 

Claims 12 and 13 are rejected under 35 U.S.C. 101 because the claimed recitation 
of a use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd, v. Brenner, 255 F. Supp. 13 1 , 149 USPQ 475 (D.D.C. 1 966). 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 F.3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F.2d 887, 225 USPQ 645 (Fed. 
Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 
422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply 
with 37 CFR 3.73(b). 
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Claims 1-10 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 1-1 1 of U.S. Patent No. 6,706,525. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the claims of the issued patent US 6,706,525 are drawn to the specific 
strain of E. coli deposited as ATCC No. 55962 containing a specific Z/te" mutation, and 
methods of preparing gram negative bacteria of improved competence comprising 
transferring a polynucleotide encoding the Hte' mutation included in the strain deposited 
as ATCC No. 55962, into the gram negative bacteria, while the instant claims are drawn 
to the broader genus of E. coli comprising a Hte mutation and methods of preparing 
gram negative bacteria of improved competence comprising transferring a polynucleotide 
encoding any Hte mutation into the gram negative bacteria. The claims drawn to a 
specific Hte strain of E. coli, and methods using the polynucleotide containing the 
specific Hte' mutation of the specific strain of E. coli, anticipate the broader genus claims 
of the instant application since said genus claims fully encompass the species claimed in 
the patent. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nancy T. Vogel whose telephone number is (571) 272- 
0780. The examiner can normally be reached on 6:30 - 3:00, Monday - Friday. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Irem Yucel, Ph.D. can be reached on (571) 272-0781. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 



Nancy Vogel, Ph.D. 
Patent Examiner 



